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Date/Place of Birth: 
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5 Robin Road 

Warren, New Jersey 07059 

Telephone 908 883-0647 

Email (personal): erowinsky@oncodrugs.com 



September 14, 1956/Brooklyn, New York, USA 
Married to Wendy Sue Rowinsky 
Gabriela Elena, 1988, Anya Karina, 1990 



EDUCATIONAL AND ACADEMIC/OCCUPATIONAL EXPERIENCE 



1973-77 
1977-81 
1981-84 

1984-87 

1987-92 

1992-1996 

1987-96 



B.A., New York University, New York, New York 

M.D., Vanderbilt University School of Medicine, Nashville, TN 

Internship and Residency in Internal Medicine, University of California, 
San Diego Affiliated Hospitals 

Fellowship in Medical Oncology, Johns Hopkins Oncology Center, 
Baltimore, MD 

Assistant Professor of Oncology, Johns Hopkins University School of 
Medicine, Baltimore, MD 

Associate Professor of Oncology, Johns Hopkins University School of 
Medicine, Baltimore, MD 

Active Staff, Medicine, The Johns Hopkins University School of 
Medicine, Baltimore, MD 



1987-96 
1996-2003 

2003- 2004 
1996-ongoing 

2004- ongoing 



Active Staff, Oncology, Johns Hopkins Hospital, Baltimore, MD 

Director of Clinical Research, Cancer Therapy and Research Center 
Institute for Drug Development, San Antonio, Texas 

Director, Institute for Drug Development, Cancer Therapy and 
Research Center, San Antonio, Texas 

Clinical Professor of Medicine, University of Texas Health Science 
Center at San Antonio 

Chief Medical Officer, Senior Vice President, Clinical/Regulatory, 

Imclone Systems Inc., New York, New York 

o Senior Management, ImClone Systems Incorporated 

o Responsible for clinical development and registrational strategies 

of cetuximab (Erbiutx) and pipeline products worldwide (late: 

1121B, 11F8, CDP791, A12, 3G3, 18F1) 
o Lead clinical- and company-wide team for Erbitux US approval in 

head and neck cancer in March 2006 (successful sbla) 
o Leading strategic processes involved with registration of Erbiutx 

in colorectal cancer (refractory, 2 nd -line and 1 st line), nonsmall cell 

lung cancer, pancreastic cancer 
o Responsible for relations and communicating with financial 

analysts regarding research and development 



CERTIFICATIONS 



1981 
1984 
1996 
1981 
1985 

1987 



Licensed to Practice Medicine, State of California 

Licensed to Practice Medicine, State of Maryland (D30964) 

License to Practice Medicine, State of Texas (TL082796040197) 

Certified, National Board of Medical Examiners 

Board Certified, Internal Medicine, American Board of Internal 

Medicine 

Board Certified, Medical Oncology, American Board of Internal 
Medicine 



HONORS 



1976 Phi Beta Kappa, New York University 

1976 Beta Lambda Sigma, Biology Honors Society, New York University 
1976-77 Caducean Society, New York University 

1977 NYU Community Service Award (for work with disabled children) 
1977 Magna Cum Laude, New York University 

1977 Founders Day Award, New York University 

1973-77 New York State Regents Scholarship Award 

1988-91 Career Development Award, American Cancer Society 

1989 Public Education Volunteer of the Year Award. 

American Cancer Society, Maryland Division. 

1990-91 Recipient of McGrorty Foundation Grant 



2001-2003 John E. Freeman, M.D. Endowed Chair for Clinical Cancer Research 

2003-2004 Southwestern Bell Corporation (SBC) Endowed Chair for Drug 

Development Research 

2003 6 th Annual Emil J. Freireich Award for outstanding achievement of a 

young researcher in Clinical Cancer Therapeutics 



JOURNAL REVIEW AND EDITORIAL ACTIVITIES 

Editor-in Chief Medscape Oncology (1997-2003) 

Investigational New Drugs (1998-ongoing) 

Associate Editor Cancer Research (1994-ongoing) 

Cancer Biology and Therapy (2001 -ongoing) 

Deputy Editor (Reviews) Cancer Research (2004-ongoing) 

Editorial Board Journal of Cancer Research and Clinical Oncology (1990-ongoing) 

Abstracts in Oncology (1990-1996) 

PDQ Investigational Drug, National Cancer Institute (1992 -ongoing) 

Clinical Cancer Research (1994-ongoing) 

Frontiers in Bioscience (1995-ongoing) 

Investigational New Drugs (1995-1998) 

Medscape Oncology (1997-2003) 

Cancer Therapeutics (1997-ongoing) 

Breast Diseases, A Year Book Quarterly Report, Guest Editor 

Investigational Drugs Database, Current Drugs (1993-ongoing) 

Clinical Lung Cancer (1999-ongoing) 

Clinical Colorectal Cancer (1999-ongoing) 

Annals of Oncology (2000-ongoing) 

Horizons in Cancer Therapeutics (2001 -ongoing) 

Clinical Advances in Hematology & Oncology (2003-ongoing) 

Supportive and Palliative Cancer Care (2004-ongoing) 

Current Cancer Therapy Reviews (2004-ongoing) 

Cancer Investigations (2004-ongoing) 

International Journal of Oncology (2005-ongoing) 

1992-2000 Contributor, American Board of Internal Medicine 

Medical Oncology Board Examination 

1985- ongoing Journal Reviewer: 

Cancer Treatment Reports, Cancer Research, Journal of Clinical 
Oncology, Journal of the National Cancer Institute, Chest, Cancer 
Chemotherapy and Pharmacology, Journal of Immunological 
Methods, Investigational New Drugs, Current Drugs, USP Dl Drug 
Information Database, Clinical Cancer Research, Critical Reviews in 
Hematology/Oncology, Lung Cancer, Breast Diseases: A Year Book 
Quarterly Report (Commentary), Clinical Pharmacokinetics, Drugs, 
Oncology, European Journal of Oncology, New England Journal of 
Medicine, Nature (Medicine), Annals of Oncology, Experimental 
Hematology, International Journal of Cancer, British Journal of 
Cancer, International Journal of Oncology, Cancer Investigation, 



Kluwer Publishing, Molecular Therapeutics, Proceeding National 
Acadamy of Sciences USA, Medscape Oncology, Cancer Biology and 
Therapy; European Journal of Cancer, Journal of Supportive 
Oncology; Cancer Letters; Melanoma Research; Drug Discovery 
Today 



GRANTS AND CONTRACTS 



1989-2001 


American Cancer Society Career Development Award 


1990-1994 


Co-Principal Investigator, NCI Contract "Phase I and Clinical 




Pharmacokinetic Studies of Anticancer Agents (Johns Hopkins 




Oncology Center) 


1994-1996 


Co-Principal Investigator, NCI UOI grant "Phase I and 




Clinical Pharmacokinetic Studies of Anticancer Agents" 


1991-96 


Principal Investigator: Human Metabolism of Taxol (R01 CA551 33-01 


1995-2008 


Principal Investigator, NCI U01, Clinical Trials of Anticancer Drugs 




Direct Costs/Current Year: $492,039 


1998-2003 


Program Leader, Experimental Therapeutics, San Antonio Cancer 




Institute NCI Core Grant (2002 - outstanding score) 


1996-present 


Procurment of approximately $10 million/year (clinical research) 




and $4 million/year (preclinical) grants and contracts to the 




IDD/CTRC. 


2002-2004 


NCI R21 CA99250-02 ErbB1 and ErbB2 Blockade in 




Advanced $267,355/Year (J DeBono MD, Applicant) 


2003-2005 


Co-Investigator, NCI 1R21 CA101717-01, "Overcoming 




Barriers to Early Phase Clinical Trials: Increasing EPCT 




Accrual Among Hispanics in South Texas." PI Amelie 




Ramirez, Dr.P.H., Award: $47,1 56/Year Effort: 7%. 


1989-2002 


Co-PI of a variety NIH, ACS grants at Johns Hopkins and San 




Antonio 


MEMBERSHIP IN PROFESSIONAL SOCIETIES AND NOTABLE RELEVANT ACTIVITIES 


1987-ongoing 


American Society of Clinical Oncology 


1987-ongoing 


American Association for Cancer Research 


1987-1992 


Board of Directors, American Cancer Society, Baltimore Area 


1987-1996 


Co-Director, The Johns Hopkins Oncology Center, Multidisciplanary 




Clinical Conference Series 


1988-1991 


Chairman, Committee on Public Education, American Cancer 




Society, Baltimore Area 


1987-1990 


Fellow Selection Committee, The Johns Hopkins Oncology Center 


1988-1991 


Staff Conference Committee, Johns Hopkins Hospital 


1991 


Program Committee (Pharmacology), American 




Society of Clinical Oncology 


1990 


Co-Chairman, Pharmacology Session, American Society of Clinical 




Oncology Annual Meeting, Houston, Texas. 


1991-93 


Chairman, Professional Fees Committee, Johns Hopkins Oncology 




Center 


1990-ongoing 


Fellow, American College of Physicians 


1991-93 


Co-Chariman, Steering Committee of the New Agents and Pilot 





Studies Committee. Eastern Cooperative Oncology Group 


1991 -ongoing 


Gynecologic Oncology Group, Investigator 


1992-96 


Co-chairman, Pharmacology Committee, Eastern Cooperative 




Oncology Group 


1992-96 


Johns Hopkins Oncology Center Clinical Research Committee 


1995 


Program Committee (Pharmacology), American Society of Clinical 




Oncology 


1996 


Program Committee, Experimental Therapeutics, American 




Association of Cancer Research, Washington, D.C. 1996 


1997 


Program Committee, American Association for Cancer Research. 




Chairman, Clinical Investigationsl 996- ongoing 


1999 


American Society of Clinical Oncology, Program Committee, Clinical 




Pharmacology. 


1994-2002 


Amgen Educational Advisory Board 



1992 -ongoing FDA/Worldwide Oncology Drug Advisory Board Presentations: 

• Bristol-Myers Squibb (Paclitaxel, advisor, 1992) 

• Rhone-Poulenc Rorer (Docetaxel, advisor, 1995) 

• SmithKline Beecham (Topotecan, advisor/presentor, 1996) 

• Bristol Myers Squibb (Paclitaxel; Japanese Ministry of Health) 

• ILEX Pharmacuetuicals (MGBG, advisor, 1997) 

• Aguron (CI-958, advisor, 1998) 

• Depotec (intrathecal liposomal Ara-C, advisor, 1998) 

• Boston Science (TAXUS Cardiac Arterial Stents, advisor, 2003) 

• Abbott (endothelium antagonist, 2005) 

• ImClone, Erbitux in Head and Neck Cancer, Team Leader 2006 

1994- Scientific Advisory Board (SAB) and/or Standing Oncology Board 

Enzon (SAB; 1996-2001) " ^ "~~ 

Napro Biotherapeutics (SAB 1996-2004; Oncology 2004-present) 
Tularik (Oncology Advisory 2000-present) 
NeoOncRx (1999-2002) 
Spectrum (SAB 2002-present) 
Wyeth (Oncology; 2001 -present) 
Abgenix (SAB; 2001 -present) 

Nextar-Guiliad Oncology (Oncology/SAB; 1998-2001) 

OSI Pharmaceuticals (Oncology/SAB 2001 -present) 

Eisai (Oncology 2003-present) 

Genoptix (Oncology Advisory 2003-present) 

Cytokinetics (Oncology 2000-present) 

Immunsignaling (SAB 2002-present) 

Exelexis (Oncology; 2002-present) 

DirectGene (SAB 2001-2003) 

Signase (Scientific Advisory Board 2001-2003) 

Human Genome Science (Oncology 2001 -present ) 

Celgene (Oncology; 2000-present) 

Axys (Scientific Advisory 2001-2002) 

Crosslink Genetics Corp (Scientific Advisory Board 2002-present) 

Methylgene (Scientific Advisory Board 2002-present) 

Ariad (Oncology Advisory Board 2003-present) 

Eisai Research Institute (research, advisory; 2004-present) 



PointTherapeutics (Oncology Advisory 2004-present) 

Protein Design Laboratory (Oncology Advisory; 2004-) 

Peplin Biotech (Scientific Advisory; 2004-) 

ICOS (Oncology Advisory; 2004-) 

Amplimed (Scientific Advisory; 2004-) 

Keryx (Oncology Advisory; 2004-) 

MediMedia Oncology Advisory Board (2005-) 

In-Licensing, or Project Advisory Boards: 

Baker-Norton/IVAX (Project Advisory, consultant) 

Dupont-Merck (Project Advisory) 

Rhone Poulenc Rhorer (Breast, Project Advisory) 

Bristol-Myers Squibb (Project Advisory - ad hoc) 

Amgen (Educational/SAB, in-licensing, advisory) 

Elan (Project Advisory - ad hoc) 

Zeneca/Astrazeneca (Project advisory - ad hoc ) 

Enzon (Project Advisory, ad hoc) 

SmithKline Beecham (Project Advisor; in-licensing) 

Eli Lilly (Folate Advisory Board) 

Guilford Pharmaceuticals (Project Advisory - ad hoc) 

Janssen (Project Advisory) 

Abbott (Hospital Products Advisory Board; consultant) 

Sonus (Project Advisory Board ad hoc; consultant) 

Vertex (Project Advisory - ad hoc) 

ILEX (Project Advisory; In-licensing evaluations) 

Novartis (Project Advisory Board 1998- ) 

Genentech (Project Advisory - ad hoc) 

Almirall Prodesfarma (In-licensing Advisory 1998-present) 

Pfizer (Project Advisory - ad hoc; consultative) 

Supergen (Project Advisory - ad hoc) 

Janssen (Project Advisory - ad hoc) 

Genetics Institute (Project Advisory ad hoc) 

Merck KGA (Advisory ad hoc) 

Nastec (Scientific Advisory 2002-present ) 

BTG (Consultant) 

Fulcrum Pharmaceuticals (Consultant) 
Antisoma (Consultant) 
QLT (Consultant) 

GPC Biotech Inc (Clinical Advisory Group) 
DNAX (Project Advisory ad hoc) 
Perseus-Soros Venture (Project Advisory) 
Gerson-Lehman (Advisory) 
Medacorps (Advisory) 
Bayer (Project Advisory) 
Boston Scientific (Project Advisory) 
Geron (Project Advisory) 
Novartis (In-licesning Advisory) 

Concurrent Pharmaceuticals (In-licensing Advisory, ad hoc) 
Johnson and Johnson (In-licensing, pipeline, kinase, Advisory) 
Amersham (project advisory) 
GlaxoSmithKline (project, advisory) 
CancerVax (project, advisory) 
Centocor (project, advisory) 



Catalyst (Oncology Advisory; 2004-) 

Corgentech (Oncology Advisory; 2004-) 

Avalon (ad hoc, advisory) 

Curis (ad hoc, advisory) 

Neurocrine (ad hoc, advisory) 

Sunesis (advisory; 2004-) 

Proteolux (advisory; 2004-) 

Luitpold (advisory; 2004-) 

Trellis Bioscience (ad hoc, advisory; 2004-) 

H3 Pharma (in-licensing; 2004-) 

Nektar (project, advisory, 2004-) 

Supratek (project, advisory, 2006-) 

1995 Member, National Institute for Health, NCI 

Intramural Site Visit Team - Naval Medical Branch 

1996 Pharmacy & Therapeutics Committee, BlueCross BlueShield 

1996-1998 Co-Chairman, San Antonio Cancer Institute, Experimental 

Therapeutics Program 

1997 Member, San: Antonio Cancer Institute, Protocol, Review and 

Monitoring Committee 

1996 Member, San Antonio Cancer Institute, Executive Committee 

Executive Committee 

1997 Member, Program Committee, Modality-Based Clinical/Translational 

Research Section/Clinical Investigations, American Association for 
Cancer Research 

1998 Japan Ministry of Health presentations to support the approval of 

paclitaxel for ovarian cancer 

1999 Subchairman Program Committee, American Association for Cancer 

Research, Clinical Investigations 

1998 Member, American Society of Clinicial Oncology, Continuing Medical 

Education Committee 

1998- ongoing Media Spokesperson for American Society of Clinical 

Oncology, Communications Committee 

1999- 2000 Project Reviewer, Arizona Disease Control Research 

Commission, Anti-cancer Drug Discovery Program 

1997 Janssen Unrestricted Grant Award ($50,000) 

1999-2001 U.S. Army Breast Cancer Research Integration Panel 

2000 Chairman, Pharmacology and New Agents Program 

Committee, American Society of Clinical Oncology 



2000 



AACR Program Committee; Pharmacology and Preclinical 
Toxicology Section of the Pharmacology and Experimental 
Therapeutics Subcommittee 



1997-2001 
1997-ongoing 

1999- 



2002 
2002 

2003-2008 
2003-ongoing 
2001 -ongoing 

2003 
2004 

2003- 



American Cancer Society, San Antonio Board 

Member, Scientific Advisory Board, National Surgical 
Adjuvant Breast and Bowel Project (NSABP) 

Safety Monitoring Committees 

Phase III Studies of ABT-627 (prostate) Abbott 

Phase III Studies of R115777/Gemcitabine (Pancres) Janssen 

Studies of Keratinocyte Growth factor(Volunteers); Amgen 

Phase I Study of Gene Therapy (Brain Tumor): Biogen 

Gertrude B. Elion Cancer Research Award Committee. American 
Association of Cancer Research 

Protocol Reviewer (Phase Ml) European Organisation for Research 
and Treatment of Cancer 

Board of Scientific Counselors, National Cancer Institute 
AACR - Awards Committee 

European Organization for Research and Treatment of Cancer 
(EORTC): Expert member of the EORTC Protocol Review 
Committee 

Experimental Therapeutics Program Committee, AACR 2004 

Co-chariman representing AACR, 16 th EORTC-NCI-AACR 
Symposium on Molecular Targets and Cancer Therapeutics, Geneva 
Switzerland 

Advisory Board, NCI Grant, U54-CA90810-04, MD Anderson Cancer 
Center, (Dr. James Abbruzzese, PI), Targeted Assessment of 
Antiangiogenic Therapy 



SPECIAL INVITED PLENARY LECTURES/SYMPOSIA CHAIRMANSHIPS 



1991 


Guest Lecturer, Taxol Investigators Meeting. Initiation of European 




and Canadian Ovarian Cancer Studies. Brussels, Belgium 


1991 


Guest Plenary Lecturer, Taxol Investigators Meeting. Initiation of 




Japanese Phase I and Pharmacologic Trials of Taxol. Tokyo, Japan 


1991 


Guest Lecturer. Gordon Research Conference (Cancer 




Chemotherapy). New London, New Hampshire 


1992 


Co-chairman, Johns Hopkins Oncology Center, Taxol 




Investigators Workshop. Reston, Virginia. 


1992 


Guest Plenary Lecturer, NCI-EORTC Symposium, 



Pharmacology of Taxol. Amsterdam, Netherlands 
1991 Guest Plenary Lecturer; 5th International Symposium on 

Gynecological Oncology, Surgery, Urology. Venice, Italy 
1993 Guest Plenary Lecturer, Educational Symposium on Taxol. 

Society of Gynecologic Oncology Annual Meeting. 
1993 Guest Plenary Lecturer, American Society of Clinical Oncology 

Annual Meeting — Educational Session, Topoisomerase l-lnhibiting 

Agents. 

1993 Discussant, American Society of Clinical Oncology 

Annual Meeting — Pharmacology oral presentations on taxol 

1993 Co-chairman and Guest lecturer, Ninth Nagoya 

International Symposium on Cancer Treatment, Nagoya, Japan 

1994 Guest Plenary Lecturer, Educational Symposium, American 

Association for Cancer Research Annual Meeting. Symposium on 
Topoisomerase I Inhibitors: Molecules to Medicine 

1993-97 Guest Plenary Lecturer, International Launch Meetings on Paclitaxel 

(Argentina, Spain, Netherlands, France, Germany, Brazil, Canada, 
Columbia, Australia, People's Republic of China, Malaysia, Indonesia, 
Taiwan, Thailand, Chile, Japan 

1995 Guest Plenary Lecturer, New Agents and Infusional 

Chemotherapy. Infusional Chemotherapy Meeting, Paris, France 

1994 Scientific Committee and Guest Plenary Lecturer, The Cytoskeleton and 

Cancer, Les Embiez Island, France, September 1995. 

1995 Scientific Committee and Guest Plenary Lecturer, 6 th International 

Congress on Anticancer Treatment, Paris, France. 

1995 Guest Plenary Lecturer, "Development of novel new cytotoxics 

with growth factor support" in New Perspectives in Growth Factors and 
Cancer Treatment, Leura, Australia. 

1996 Guest Plenary Lecturer, Educational Symposium, Sunrise 

Symposium, Antimicrotubule Drugs, American Association for 
Cancer Research Annuarl Meeting 

1996 Co-chairman and Guest Lecturer, Amgen Visiting 

Faculty Retreat, San Francisco, California, June 1996 

1996 Guest Plenary Lecturer, International Launch Meetings on 

Topotecan (Hycamtin) - Vienna, Brazil, Argentina, France, 
Israel, South Africa, Canada 

1997 Program Chairman and Guest Lecturer, Pharmacology/ 

Other Tumors, Taxol Investigators Consensus 
Conference, San Juan, Puerto Rico 

1996 Guest Lecturer, American Society of Clinical Oncology: Meet the 

Professor Sessions Annual Meeting and Fall Meeting (November 1997): 
The Taxanes: How far have we gone? How much further are we going? 

1997 Guest Lecturer, International Congress of Chemotherapy, Pharmacology of 

the Taxanes, Sydney, Aurstralia 

1997-ongoing Chairman and Guest Lecturer, Practical Applications 

of New Drugs in Oncology Symposium. San Antonio, Texas (annual) 

1997 Chairman and Guest Plenary Lecturer, Hycamtin Expanding 

Indications in Oncology Conference, Tucson, AZ 

1997 Guest Plenary Lecturer, The 8 th Conference on DNA 

Topoisomerases, Amsterdam, Netherlands 

1998 Scientific Committee, International Advisory Board, 

and Guest Lecturer, International Congress on Anti- 
Cancer Treatment, Paris, France 



1998 

1998 

1998 

1998 

1999 

1998 

2000 

1991 
2001 

1999-ongoing 

1999 

1999 

1999 

2000 

2000 
2000 
2001 
2002 
2001 

2000 



Guest Lecturer, American Society of Clinical Oncology 
Annual Meeting; clinical pharmacology presentations on 
antimicrotubule drugs. 

Guest Lecturer, American Society of Clinical Oncology annual 
meeting; gynecologic oncology presentations on incorporation of 
topotecan and new agents into front-line regimens 
Session Co-chairperson and Guest Lecturer, New 
Dimensions in CancerBiology and Therapy, Capri, Italy 
Chairman, Hycamtin Consultants Meeting. Palm 
Desert, California 

Co-chariman & Guest Plenary Lecturer, Worldwide 
Investigators'Meeting on topotecan), Montreux, Switerland 
Guest Plenary Lecturer & Session Chairman, 9 th Conference on DNA 
Topoisomerases in Therapy, New York, NY 

Guest Lecturer and Session Co-Chairman, Biologic Principles for 
Therapy of Colon Cancer. Nov 5-8, San Diego, California. 
Chairman, Hycamtin Consultants Meeting. Dallas, Texas 
US-Japan Clinical Trials Workshop. Representing the AACR. Co- 
chairman, Industry-Sponsored Trials. Lecture, The 
Logistics of conducting clinical evaluations of 
"antiproliferative agents" , Tokyo, Japan 
Chairman, Symposium "Practical Applications of 
New Agents in Oncology" San Antonio, Texas (annual) 
Co-Chairman, New Therapeutics Against Novel Targets, ASCO 
Annual Meeting, Atlanta, Georgia. 
Co-Chairman and discussant, New Drugs and 
Combinations Against Ovarian Cancer, American Society of Clinical 
Oncology Annual Meeting, Atlanta, Georgia. 
AACR-NCI-EORTC Molecular Targets & Cancer Therapeutics 
(Discussant Plenary Session). Farnesyl Transferease Inhibitors. 
Washington, D.C. 

New Approaches for Anticancer Therapy, Kenote 

Speaker, Farnesyltransferase Inhibitors: Where are we and where 

are we going? Marbella, Spain 

Chariman, Novel Agents against Novel Targets. 

ASCO Meeting, New Orleans, LA 

Discussion, Farnesyltransferase Inhibitors, Integrative 

Symposium, ASCO Meeting, New Orleans, LA 

Chairman, Symposium American Society of Clinical Oncology, 

mTOR inhibition, a novel approach to cancer treatment 

Chairman, Taxotere, Head & Neck, Ovarian, Gl, Prostate Regional 

Advisory Board Meeting, Phoenix, Arizona 

Guest plenary speaker, State of the Art in Farnesyltransferase 

Inhibition: Scientific Rationale and Clinical Potential, 

Satellite Meeting, ECCO, Lisbon, Portugal 

Plenary speaker, Clinical Trials with Therapeutics Targeting 

Ras - Update 2001 : Appropriate Expectations? 

Unfinished Business. NCI/EORTC/AACR Conference on New Drugs, 

Miami, Florida 



2002- ongoing 
2002 

2003 
2003 

2003 
2003 

2003- 2004 
2004 



2004 
2003 

2003 

2004 

2004 
2004 

2004 
2004 

2004 

2004 



Director, International Congress on Targeted Therapeutics, 
Washington, D.C. (Annual) 

Organizing Committee, Session Chairman, Discussant, 1 st 

International Symposium on Signal Transduction Modulators in 

Cancer Therapy, Amsterdam, The Netherlands 

Chairman and Organizer, Targeted Therapies, a Short Course for 

Clinicians, Monaco, February 2003 

Biomarkers/Surrogate Endpoints, Session Co-Chairman. 

Workshop on "Clinical Development of Oncology Agents: 

Challenging the Tradition" Center for Drug Development Science, 

Georgetown, University. April 23-24, 2003 

Discussant, Experimental Therapeutics Discussion 

Session, American Society of Clinical Oncology Annual Meeting, 

Chicago, IL. May 31 , 2003. 

Chairman, 'Hitting the target: new approaches in cancer 
therapy', Pre-ASCO Symposium, Chicago, IL May 30, 2003. 
Co-Chairman of the Program Committee representing the American 
Association for Cancer Research of the 16 NCI/EORTC/AACR 
Conference on New Drugs, Geneva, Switzerland, 2004 
Co-chairman, Workshop and Lectureer: Pharmaceutical industry, 
investigators, and institutions: partners or tools? Practical issues in 
clinical cancer drug development. Erosion of the principal 
investigator in a climate of industry dominance. 16 th 
NCI/EORTC/AACR Conference on New Drugs, Geneva, Switzerland, 
2004 

Chairman. Novel Applications of Imatinib in Oncology. Aug 28, 
2003. Washington, D.C. 

Organizing Committee, Session Chairman, Discussant, 2 nd 

International Symposium on Signal Transduction Modulators in 

Cancer Therapy, Amsterdam, The Netherlands 

Plenary Lecture, Rational Systems to Develop Combinations 

of Signal Transdcution Inhibitors. 2 nd International Symposium on 

Signal Transduction Modulators in Cancer Therapy, Amsterdam, The 

Netherlands 

Moderator and Lecturer, Gynecologic Oncology Group joint industry 
educational symposium "Novel Therapeutics in Gynecologic 
Oncology", January 15, 2004, Atlanta, GA 

Chairman and Organizer, Targeted Therapies, One Year Later, Nice, 
France, February 2004 

American Society of Oncology Annual Meeting, New Orleans, LA, 
Discussant in Oral Melanoma (New Therapies) Presentations and 
Gynecological Malignancies (New Agents) Presentations 
Chairman, Revolutionizing the treatment of cancer, Scherring 
AG/Berlix Worldwide Meeting, New Orleans, LA, June 6, 2004. 
Organizing Committee and Speaker, Third European Spring 
Oncology Conference. Latest Advances on Anticancer Drugs in 
Clinical Development. June 16-18, 2004, Malaga, Spain. 
Visiting lecturer, National Cancer Hospital, Tokyo Japan "Novel 
Anticancer Therapeutics: From Famine to Feast and Staying There" 
August 11, 2004 

Co-Chairman, NIH/NCI Intramural Site Visit Team and Reviewer, 
Cancer Therapeutics Branch (Representative NCI Board Scientific 
Counselors) 



2005 Co-Chairman, American Association for Cancer Research Clincial 

Pharmacology Program Committee 

2004 Invited Lecturer and Session Chair, The 35th Princess Takamatsu 

Cancer Research Symposium, Tokyo, Japan, November 15-18, 2004. 
Rational Clinical Trials for Rational Therapeutics 

2005 Course Director and Lecturer, Rational New Drugs for the Rational 

Gynecologic Oncologist, Society of Gynecologic Oncologists Annual 
Meeting, March 2005, Miami FL 

2005 Invited speaker/discussant at the annual meeting of the American 

Society of Medical Oncology, Intergrated Educational Symposium, 
Emerging trends in the treatment of solid tumors. May 2005 

2006 Educational Session, American Association of Cancer Research, 

invited speaker: Taxanes: Attributes and Deficiencies. 

2006 Meet the Professor, Targeting Apoptosis, American Society of 

Clinical Oncology Annual Meeting, Atlanta, GA 

2006 Invited Speaker/Discussion Leader, Cancer Therapeutics Evalution 

Program, NCI, September 2006 Phase 1/2 Meeting. Current Status of 
the Kinesins and Other Novel Mitotic Targets. 

2006 Invited Speaker, Special Session. Signal Transduction Inhibition in 

2010? Istanbul, Turkey 

2006 Co-Chairman, NIH/NCI Site Visit Team and Reviewer, Pediatric 

Oncology Branch, NCI, October 23-25, 2006 (Representative NCI 
Board Scientific Counselors) 



Drug Development Fellows 
(1996-2004) 

Seamus O'Reilly, MD (Ireland) 

William Slichenmyer MD (Pfizer, Connecticut) 

Alex Adjei MD, PhD (Mayo clinic) 

Manuel Hidalgo MD, PhD (Johns Hopkins) 

Carolyn Britten MD (UCLA) 

Louis Denis MD (Pfizer, Connecticut) 

Lillian Siu MD (Princess Margaret) 

Johann DeBono MD, PhD (Royal Marsden) 

Bahram Fourezesh MD (University Newcastle, Australia) 

Sun Young Rha, MD (University of South Korea) 

Alejandro Riccart MD (in training, San Antonio) 

Monica Mita MD (in training, San Antonio) 

Alain Mita MD (in training, San Antonio) 

Emiliano Calvo (University Hospital Hebron, Barcelona, Spain) 

Quincy Chu MD (in training, San Antonio) 

John Sarontopolus MD (in training, San Antonio) 



Manuscripts Published in Professional Journals 



1. Rowinsky, E.K., Abeloff, M., Wharam, M. Spontaneous pneumothorax following thoracic irradiation. Chest. 
88:705-708, 1985. 

2. Rowinsky, E.K., Ettinger, D.S., Grochow, L.B., Brundrett, R.B., Cates, A.E., and Donehower, R.C. Phase I 
and pharmacokinetic study of hexamethylene bisacetamide (HMBA) in patients with advanced cancer. J. Clin. 
One. 4(12):1835-1844, 1986. 

3. Rowinsky, E.K., Jones, R.J., and Abeloff, M. Massive adrenal hemorrhage associated with metastatic lung 
carcinoma. Med. Ped. One. 14:234-237, 1986. 

4. Rowinsky, E.K., Harwood, K. and Ettinger, D.S. Sudden dyspnea twenty-four hours after receiving Mitomycin 
plus Etoposide combination chemotherapy. Cancer. Treat. Rep. 71:103, 1987. 

5. Rowinsky, E.K., McGuire, W.P., Anhalt, G.J., Ettinger, D.S., and Donehower, R.C. Hexamethylene 
bisacetamide (HMBA)-induced cutaneous vasculitis. Cancer Treat. Rep. 71 :471-474, 1987. 

6. Donehower, R.C, Rowinsky, E.K., Grochow, L.B., Longnecker, S.M., Rice, A.P., and Ettinger, D.S. Phase I 
trial of taxol (NSC 125973) in patients with advanced cancer. Cancer Treat. Rep. 71 :1 171-1 177, 1987. 

7. Rowinsky, E.K., Ettinger, D.S., McGuire, W.P., Noe, D.A., Grochow, L.B., and Donehower, R.C. Prolonged 
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RULE 132 DECLARATION OF ERIC ROWINSKY 

I, ERIC K. ROWINSKY, do hereby declare as follows: 

1 . I am Senior Vice President, Chief Medical Officer at ImClone 
Systems, Inc., assignee of the above identified patent application. 

2. My curriculum vitae is attached as Exhibit A. 

3. Although considerable progress has been made over the last several 
decades in understanding the specific cellular, molecular and genetic mechanisms that 
contribute to cancer growth and progression, the discovery of novel drugs for treatment of 
tumors still remains a challenging endeavor. This is especially true, for tumors that have 
become resistant to conventional forms of drug treatment and continue to grow in the 
presence of drug treatment. Such tumors are referred to as refractory tumors. 

4. There remains a long felt need for a treatment that targets refractory 
tumors and overcomes the insurmountable problem of treating patients having refractory 
cancer. ImClone's invention provides a solution to the problem which is based on the use of 
anti-EGFR antibodies to treat refractory cancer. 
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5. I have reviewed the specification of U.S. Patent Application Serial No. 
09/996,954 ("the '954 application") which is entitled "Treatment of Refractory Human 
Tumors with Epidermal Growth Factor Receptor Antagonists." The '954 application 
discloses treatment of patients having refractory tumors with compounds that inhibit the 
activity of the epidermal growth factor receptor (EGFR) either alone, or in combination with 
a chemotherapeutic agent and/or radiation. The currently pending claims of the '954 
application are generally directed to a monotherapeutic method of inhibiting the growth of a 
refractory tumor, comprising administering to a cancer patient an anti-EGFR antibody. 

6. The claims of the '954 application have been rejected as being 
anticipated by Bos et al., (1996, Proceedings of the American Society of Clinical Oncology, 
Abstract #1381; "Bos"). According to the Examiner, the abstract of Bos teaches a method of 
treating human patients having advanced cancer of the head and neck, prostate, lung, 
esophagus, pancreas and kidney, "which is interpreted to read on refractory cancer" with 
C225 antibody, a chimeric monoclonal antibody that binds to EGFR. As I understand it, the 
examiner is equating "advanced cancer" with "refractory cancer." 

7. Advanced cancer is a stage of cancer in which the disease has either 
spread from the primary site to other parts of the body, directly or by traveling through the 
network of lymph glands (lymphatics) or in the bloodstream, or remains at the primary site 
but, for several reasons, including extensive size and/or tissue invasion, is not readily 
amendable to local therapy (resection) performed for curative intent. Patients with advanced 
cancers are those for whom the tumor cannot be removed with surgery (unresectable), usually 
because the cancer is too extensive or has spread, or metastasized, to locations beyond the 
primary tumor site. 

8. The fact that a cancer is extensive locally or has metastasized, 
indicating an advanced stage of cancer, is not necessarily a sign that the tumors have become 
refractory to treatment. In fact, although advanced cancer patients cannot be treated with 
surgery, such patients are nevertheless often treated with radiation therapy or chemotherapy 
because the tumor cells are still capable of responding to such therapies, i.e, they are not 
refractory to chemotherapy or radiation therapy. Proof of this is demonstrated by the fact that 
such treated patients generally live longer than patients not receiving therapy. 
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9. 



At some point during treatment it is possible that an advanced stage 



cancer may become refractory to chemotherapy or radiation therapy, in which case, the tumor 
cells will continue to proliferate despite treatment. The invention of the '954 application 
provides a solution to this problem which is based on the use of anti-EGFR antibodies to treat 
such refractory tumors. 

10. A review of Bos indicates that the abstract only discloses the treatment 
of advanced cancer patients, i.e., patients having cancers that are extensive locally or that 
have metastasized, with an anti-EGFR antibody. Bos fails to disclose that such advanced 
cancer patients had previously been treated with radiation therapy or chemotherapy and had 
become refractory to such treatment. Thus, Bos fails to teach the treatment of refractory 
tumors with an anti-EGFR antibody. 

11. I solemnly affirm under the penalties of perjury that the contents of the 
foregoing document are true and correct to the best of my knowledge, information and belief. 
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